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- ne MAILING DATE of this communication appears on the cover sheet with the correspondence address - 



. MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE — 3 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. ^ , , , , . . , h=ix/o v^iu 

. If the period for reply specified above is less than thirty (30) days, a reply v^thin the statutory minimum of thirty (30) days will 

- ,f SoS? ^^^^^^ specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

- FareTo ^Sfwit^ the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U .S^C^§ 1 f)- 

- Any repj; Ty the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 
Status 

1) H Responsive to communication(s) filed on Jul 2, 2001 , • — . 



2a) □ This action is FINAL 



2b) B This action is non-final. 



3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Qu^^35 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4)K Claimfs) 1-7 



is/are pending in the applica 



4a) Of the above, claim(s) _3_ 
5)D Claim(s) 



6) K Claimfs^ 1 Z and 4-7 

7) n Claim(s) 

8) D Claims 



is/are withdrawn from considers 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requlrem 



Application Papers 

9)K The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on 



is/are objected to by the Examiner. 

is: aP approved b)ndisapproved. 



11) n The proposed drawing correction filed on . 

12) □ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 
a)n All b) □ Some* c) Oione of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 

3 □ Copies of the certified copies of the priority documents have bee^^^ in this National Stage 

■ application from the International Bureau (PCT Rule 17.2(a)). 

*See the attached detailed Office action for a list of the certified copies not received. 

14) H Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

15) K Notice of References Cited (PTO-892) 

16) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 



18) □ Interview Summary (PTO-413) Paper No(s). 

191 n Notice of Informal Patent Application (PTO-152) 

16) 1 INOtlce OTUranspersons raieiii L/iawiiiy V f — 

1x71 . .• n- , <«,,»m»ntKUPToi449)Pai)eiNo(s) 20) K Other Wof/ce fo Comp/y w/f/) fhe Sequcnce Ru/es 

17) m l~n Dsclosure SUtement(s) (PTO-1449) Pap^^Nc(^. J^^j 
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Part of Paper No. 9 
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DETAILED ACTION 



, TMs appUcaUoncon^to. sequence ^-^^ ^ ~;[f;i,%"eler, 

nucleotide and/or amino acid sequences set forth " ^i^l'^^p'^/S '^^^ for the 

T^^^ «^N"e sequence AnXor Amino Acid Sequence Disclosures. 

the Brief Description of the Drawings for F^i^ ^; Pf^^'^^^^; 15 17 and claim 3 at 
Table 1 at the last two entries, page 14 at line 41, page 17 at lines id ana 1 / 

lines 4-6). 

3. Applicant's response filed 7/2/01 (Paper No. 8) is acknowledged and has been entered. 
Claims 1-7 are pending. 

4 Applicant's election of Group 1 (claims 1-7) without hraverse, and species of SEQ ID NO: 6 
with traverse in Paper No. 16 is acknowledged. 

claims are drawn to a composition comprismg a peptide, not a nucleotide. 
The requirement is still deemed proper and is therefore made FINAL. 
Claims 1, 2 and 4-7 read on the elected species. SEQ ID NO: 6. 

Accordingly claim 3 (non-elected species of Group I)is withdrawn "^^^^ consideration 
by t^e eTarLer. 37 CFR 1.142(b), as being drawn to a non-elected invention. 

Claims 1 . 2 and 4-7 are currently being examined to the extend they read upon the elected 
species SEQ ID NO: 6. 

5. The disclosure is objected to because of the following informalities: 

a. The Brief Description of the Drawings discloses "Fig. 6A and Fig. 6B" at line 6 on 
page 4. There are no Fig. 6A and Fig. 6B. 
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application serial no. 60/112,234, ^^^^^/^''^'i^ .^necification of this application, it is noted 

c. There is a spellmg error in claim 5 at line 2; "aniigen" should be "antigen". 
Applicant is reminded with respect to "a" tha, amendments must not introduce new matter. 
6 Thefollowingisaquotationoftheflrstparagraphof35U.S.C. 112: 



invention. 

^ Applicant isremmdedomeR.is^.n.rhnO« 

December 21, 1999; the following rejection is set forth herem. 

J A a-; TT Q r il? first oaragraph, as containing subject 

^rrl^Sw"c"l«"d'i.fthe'l^^^^^^ 
^«y"sSlled in the relevant art fl.at .he — at Are tm.e the 
^pUcation was ffled, had possession of the clamted mvention. 

rrLc^nlsXrlt description — 

to, the inventor ^r^^Z^^ nUV^'cSs ^- nt instant case, 
C-atH ir V Mahurlai. W "^P^J^f' ar^iS l^,, ^ applicant had possession at 

cells (APC). 

The instant clahns encompass a composUion ^mprismg - .^yTM^to 
peptidic sequence which has the ProP^rty of f^^'^lf „fW 
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■ .nAPr The specification further discloses, in the paragraph 
processmg in an APC. ^«^P^^^^^^^ e to soluble protein antigens is a 

spanning pages 6 and 7, that tne lypn^* v ^^ions of the present 

Class II [MHC] mediated response, and the comgs^^^^^^^^^^ 
invention allow soluble protein antigens o ^^^^^^^^^^^^^^ farther discloses 
typically reserved for ^oreig; f Uu^^^^^^^ "fmore of SEQ ID NO: 1- 

that peptidic sequences such ^J^^^^^^^^^^^^^^ to an antigen, the antigen is 

7 or those disclosed on P^^^^If ^^^^^^^^^^ and is more efficient in 

^^^1^:^^:^ f = memo. T cells in vitro (page 7 at lines 
19-36). 

in Claims involving chemical materials, generic ^^^^^^^^^^^^^^ 
specificity What the genej^^^ Se^tffy m^^ species that the 

distinguish such a formula from omers ana j ^ 

claims encompass. Accordmgly, '^'I'^^^^fl^^^ such as "added 

description of the clamied genus. H^^^^^'^;^^/^^^^^^^ description of the 
peptidic sequence" without more, is not ^^^^^^^^^^^^^ ^^^rs, except by the 
genus because it does not distinguish ^^^^^^^^f ^^t specifically defme 

property of facilitating entry ^^^^^ strScmral feamres 

Ly of the "added peptidic sequence[s] • J^^"^;^^^^^^^ from others, 

commonly possessed by members °f f ^^f^^"^^^^^^^ ^ fully described genus, 
One skUled in the art therefore^-^^^' ^^^^^^^ f ^ \ by the 

visualize or recognize the identity of ^^^^ "JfJ^^^^^^^^^^ does not suffice to 
said property of facilitating entry of an f ^S^^^^^f^^ f^^^ ^.^^rty the "added 
defm' I genus because it is only -^^f^^^l' .^^^^^^ at 1605-06. 

peptidic sequence" has^ ^ee Jier^'^^^^^^ of what achieves that 

It is only a defmition of a useful ^e^.^^ J^fr S The description requirement of 
result. Many such species my ^^^fj^^^f^'^'^^^^^^^ Lication of a result 

the patent stamte requires a ^^^'^"P^^ Wilder, 736 F.2d 

that one might achieve if one ."^^i^'^^^^^^ rejection because 
1516, 1521, 222 USPQ 369, 372-73 .f^'^^ '^'^^^^^^^ hope the claimed 
the specification does "little more ameliorate."), 
invention achieves -d^e problei^^^^^^^^^^^ ,,,,,, ^ 

of, I not a description of that material . 

The instant disclosure ofafewsped^^ 

S:S^sti=r: rgeir S^y" - .sdosure is insufficient 
to describe the genus. 
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8 Claim 1 is rejected under 35 U.S.C. 112, first paragraph, because the 

amigen into APC that comprises one or more of SEQ ID NO 1 ' "ose 
onoaae 7 at lines 29-36 for the purpose of elicitmg an enhanced CTL respoi^e 
S reasonably provide enablement for makmg "^g^^^ ,-7 

comprising an added pepdcnc^^n^^a.^^^^^^^^^^^ 

or the seauences disclosed on page / ai lines ju. luw p u n ^^ct 

eLwe mv irson skiUed in the art to which it pertains, or widi which it is most 
SSto make and/or use the invention commensurate m scope wtth 

these claims. 

The specification does not disclose how to make and/or use the ^stanMon 
wheri the added pepMc^^ence^^^^^^^^^ 

comprises any auQ ^ ^ ^. ^ ^^^i^^ the breadth of the clamied 
^eS vfew omVtra^Ss of the specification because the claims encompass 
Tcom^sirn comprising added peptidic sequences which are not not one o mo^e 
of SEO ID NO- 1-7 or the sequences disclosed on page 7 at Imes 29-36 The state 
of ^?ai is such that it is unpredictable in the absence of appropriate evidence 
let^eTti:dled%ompositioncanbemade^^^^^^^^^^ 
discloses no working examples that are not comprised of SEQ ID NO. 1 and SEQ 
ID NO: 2. 

The snecification discloses, in the paragraph spamiing pages 5 and 6, that CTL are 
S wim a protein enters the MHC class I pathway of cytosolic antigen 
^orssiTL an APC. The specification further discloses, m the paragraph 

19-36). 

Evidentiary references Osicka et a- 

the MHC class I antigen processmg pathway. 
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In view of the lack of predictability of the art to which the invention pertains, undue 
experLntSL would be required to make and/or use "added peptidic sequences 
wWchTi^ one or more of SEQ ID NO: 1-7 or one of ^e ^equ^^^^^^^isd^^^^^^^ 
page 7 at lines 29-36 of the instant specification. The enablement provided by the 
specification is not commensurate with the scope of the clauns. 

9 The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
LIiyicatio3 conclude with one or more clauns particularly pointing out and dtstmctly clatnung 
the subject matter which the applicant regards as his mvention. 

10 The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

negatived by the mamer in wliich the mvention was made. 

Thi, annlication currently names joint inventors. In considering patentability of the claims 

U S C ma) the exatimer presumes that the subject matter of the vartom clamis 
w^ ^^o^y owned al the time any inventions covered therem were ^* *~ 

ik^-an-o^^--^ 

1 1 Claims 1 2 and 4-7 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
BuscWeTal (PNAS USA 94: 3256-3261, 4/1997, IDS reference) in view of Kmi et al (J. 
Immunol. 159(4): 1666-1668, 8/1997). 

Arg (especially Abstract. Table 1 and page 3258, column 2 first full paragraph). 

Buschle et al do not teach a composition comprising an antigen having an added peptidic 
fequfnL le^^^^ added peptidic sequence is linked to the said antigen, nor wherem the 
antigen-polycationic sequence is a fusion protem. 

in, Pt .1 teach that because exogenous proteins do not ordinarUy enter the cytosol [of APC] 
Kim ^f^f^*^^'^^^^^^ pathway, protein-based vaccines that mduce class I- 

"cT™^^^^ ^» ^^^^^ ^^^^^ 
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for the antigen/cationic peptide of Kim et al. 

employed to enhance transport of protems mto cells, they teach ^^^^ aDUiiy oi ai 

srr "rs£ sz, . -tiii 

product claim. 

12. No claim is allowed. 

13 Any inquiry concerning to connnunication or earlier ~' 
;h™,Mhe directed to Marianne DiBrino whose telephone number is (703) 308-0061. Ihe 

reached Monday ..^u^^^^^^^ 
message may be left on -h"— cteSch^ can be reached on 
?«8?97T Z'SS'oTa~^.uTo™r^g to the stams of this application 
Sd b^tlcted .7™olo|y center 16CK) receptionist whose telephone number ,s 
(703) 308-0196. 
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Papers related ,o Us applicattoa may be submWed to Tectao.ogy Ce,^r mO by^fa^^e 
^^ssion. Pape^ sbould ^ ^^ 

S OffiSrCel losfooTfN— k 1989). The CMl Fax Center tdephone 

number is (703) 305-3014. 




Marianne DiBrino, Ph.D. 
Patent Examiner 
Group 1640 

Technology Center 1600 

CH?^ISTiWAY. CHAN 
SUPERVISORY PATEWT EXAMINER 
GROUP JW^^^^ 



CHRISTINA Y. CHAN 



Application Mn ; 09/461.684 

NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
KoT^ofsE^^^^^ AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained '^^J^^^PPfl^^ f.^^Sfo! the 
comply with the requirements for such a disclosure as set forth .n 37 C.F.R. 1 .821 - 1 .825 for the 

following reason(s): 

1 . This application clearly fails to comply with the H'TTiTl OgI'q^^^^^ 
1^ attention is directed to these regulations, published at 1114 OG 29, May 15, 1990 and at && i-k 

18230, Mayl, 1990. 

n 2. This application does n6t contain, as a separate part of the disclosure on paper copy, a 
U "Sequence Listing" as required by 37 C.F.R. 1.821(c). 

n 3 A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
U 37 C.F.R. 1.821(e). 

n 4 A copy of the "Sequence Listing" in computer readable form has been submitted. However the 

□ conten of the computer readable form does not comply with the requirements of 37 CF R. 1.822 
andTor 1 823, as Sted on the attached copy of the marked -up "Raw Sequence Listing. 

n 5 The computer readable form that has been filed with this application has been ^^^^^^^^^^^^^^^^^"^ 

□ Ind/or unreadable as indicated on the attached CRF Diskette ProWem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

n 6 The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
U "Sequence Listing" as required by 37 C.F.R. 1 .821(e). 

1-1 7 nfhor Annlirant Is reouired to provide SEQ ID NOS for all sequences disclosed in the specification (for 
6). 

Applicant Must Provide: 

g An initial or substitute computer readable form (CRF) copy of the "Sequence Listing . 

O APHBitiafer substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
li-l into the specification. 

n Astatementthatthecontentofthepaperandcomputerreadab,^^^ 
1^ applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821 (T) or i.oz ug; o 
1.825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-421 2 
Patentln Software Program Support (SIRA) 

Technical Assistance 7m ,nfi 9fi00 

To Purchase Patentln Software 703-306-2600 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



